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feed directive drug shall be fed to ani-
mals only by or upon a lawful veteri-
nary feed directive issued by a licensed
veterinarian in the course of the vet-
erinarian’s professional practice.”

{65 FR 76929, Dec. 8, 2000]

§558.15 Antibiotic, nitrofuran, and sul-
fonamide drugs in the feed of ani-
mals.

(a) The Commissioner of Food and
Drugs will propose to revoke currently
approved subtherapeutic (increased
rate of gain, disease prevention. etc.)
uses in animal feed of antibiotic and
sulfonamide drugs whether granted by
approval of new animal drug applica-
tions, master files and/or antibiotic or
food additive regulations, by no later
than April 20, 1975, or the nitrofuran
drugs by no later than September 5,
1975, unless data are submitted which
resolve conclusively the issues con-
cerning their safety to man and ani-
mals and their effectiveness under spe-
cifie criteria established by the Food
and Drug Administration based on the
guidelines included in the report of the
FDA task force on the use of anti-
biotics in animal feeds. All persomns or
firms previously marketing identical,
related, or similar products except the
nitrofuran drugs not the subject of an
approved new animal drug application
must submit a new animal drug appli-
cation by July 19, 1973, or by December
4, 1978, in the case of nitrofuran drugs,
if marketing is to continue during the
interim. New animal drug entities with
antibacterial activity not previously
marketed, now pending approval or
submitted for approval prior to, on, or
following the effective date of this pub-
lication, shall satisfy such criteria
prior to approval.

(b) Any person interested in devel-
oping data which will support retaining
approval for such uses of such anti-
biotic, nitrofuran, and sulfonamide
drugs pursuant to section 512(1) of the
Federal Food, Drug, and Cosmetic Act
shall submit to the Commissioner the
following:

(1) By July 19, 1978, records and re-
ports of completed, ongoing, or planned
studies, including protocols, on the
tetracyclines, streptomycin, dihydro-
streptomycin, penicillin, and the

anlfanamidacs far all Athar entihiatine

21 CFR Ch. | (4-1-03 Edition)

by October 17, 1973; and for the
nitrofuran drugs by March 4, 1974. The
Food and Drug Administration encour-
ages sponsors to consult with the Cen-
ter for Veterinary Medicine on protocol
design and plans for future studies.

{2) By April 20, 1974, data from com-
pleted studies on the tetracyclines,
streptomycin, dihydrostreptomycin,
the sulfonamides, and penicillin assess-
ing the effect of the subtherapeutic use
of the drug in feed on the salmonella
reservoir in the target animal as com-
pared to that in nonmedicated con-
trols. Failure to complete the sal-
monella studies for any of these drugs
by that time will be grounds for pro-
ceeding to immediately withdraw ap-
proval.

(8) By April 20, 1975, data satisfying
all other specified criteria for safety
and effectiveness, including the effect
on the salmonella reservoir for any an-
tibiotic or sulfonamide drugs and by
September 5, 1975, for the nitrofuran
drugs, approved for subtherapeutic use
in animal feeds. Drug efficacy data
shall be submitted for any feed-use
combination product containing such
drug and any feed-use single ingredient
antibiotic, nitrofuran, or sulfonamide
not reviewed by the National Academy
of Sciences—National Research Coun-
cil, Drug Bfficacy Study covering drugs
marketed between 1938 and 1962.

(4) Progress reports on studies under-
way every January 1 and July 1 until
completion,

(c) Failure on the part of any sponsor
to comply with any of the provisions of
paragraph (b) of this section for any of
the antibacterial drugs included in
paragraph (b)(1) of this section, or in-
terim results indicating a health haz-
ard, will be considered as grounds for
immediately proceeding to withdraw
approval of that drug for use in animal
feeds under section 512(1) of the act in
the case of failure to submit required
records and reports and under section
512(e) where new information shows
that such drug is not shown o be safe.

(d) Criteria based upon the guidelines
laid down by the task force may be ob-
tained from the Food and Drug Admin-
istration, Center for Veterinary Medi-
cine, 7500 Standish Pl., Rockville, MD

IMNARK
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(e) Reports as specified in this sec-
tion shall be submitted to: Food and
Drug Administration, Center for Vet-
erinary Medicine, Office of New Animal
Drug Evaluation (HFV-100), 7500 Stand-
ish Pl., Rockville, MD 20855.

) Following the completion of the
requirements of paragraphs (a) and (b)
of this section and the studies provided
for therein:

(1) Those antibiotic, nitrofuran, and
sulfonamide drugs which fail to meet
the prescribed criteria for subthera-
peutic uses but which are found to be
effective for the therapeutic purposes
will be permitted in feed only for high-
level, short-term therapeutic use and
only by or on the order of a licensed
veterinarian.

{(2) Animal feeds containing anti-
bacterial drugs permibtted to remain in
use for subtherapeutic purposes shall

§558.15

be labeled to include a statement of
the guantity of such drugs.

(g) The submission of applications
and data required by paragraphs (a)
and (b) of this section is not required
for the continued manufacture of any
Type A medicated article which is pro-
duced solely from a Type A article that
is in compliance with the requirements
of this section: Provided, That the Type
A medicated article contains no drug
ingredient whose use in or on animal
feed requires an approved application
pursuant to section 512(m) of the act
and/or where the Type A article is ap-
proved by regulation in this part.

(1) The following antibacterial Type
A articles manufactured by the des-
ignated sponsors are eligible for in-
terim marketing based on their com-
pliance with the requirements of this
section:

Drug sponsor Type A article Species Use levels Indications for use
Pitman-Moore, Inc. .....ccceervmnne Bacitracin zing ..... Chickens, turkeys, | Sec. 558.78 ......... Sec. 558.78.
swine, pheas-
ants, quall, and
catile.
A. L. Laboratories, InC .cveevne | o [+ [ TR Chickens, turkeys, | ... L+ |« T Do.
pheasants, and
quail.
A.L. Laboratories, Inc., Bacitracin math- Chicken turkeys, Sec. 558.76 ........ Sec. 558.786.
Fermenta Animatl Health Co.. ylene disalicy- swine, and cat-
fate. tle.
Elanco Products CO ... s Hygromycin B ... Chickens and Sec. 558.274 ....... Sec. 558.274.
swing.
Do Tylosin Chickens, swing, | Sec. §58.625 ....... Sec. 558.626.
and beef cattle. .
Sanofi Animal Health, Inc. ........ | Erythromygin ........ Chickens, turkeys, | Sec. 558.248 ....... Sec. 558.248.
and swine.
The Upjohn Co .o | Lincomycin ..., Chickens .....cceen Sec. 558.325 ....... Sec. 558.325.
Pfizer, Inc . | Oleandomycin ...... Chickens, turkeys, | Sec. 558,435 ....... Sec. 558.435.
and swine.
Hoechat-Roussel Agri-Vet, Inc .. | Bambermycins ..... Chickens ... Sec. 558.85 ........ Sec. 558.85.
Elanco Products Co ..oevervreacene Tylosin and Swina Sec. 558,630 ....... Sec. 558.630.
sulfamethazing.
American Cyanamid Co., Chiortetracycline .. | Chickens, turkeys, | Sec. 558,128 ....... Sec. 558.128.
Fermenta Animal Heaith Co., swine, and cat-
Feed Specialties Co., Inc., tie.
Pfizer, Ine., PennField Oil
Co., and VPO, Inc..
Merck Sharp & Dohme Re- Procaine Penicillin ] Chickens, turkeys, | Sec. 55B.460 ....... | Sec. 558.460,
search Labs., and Solvay swing, pheas-
Velerinary, inc. ants, and quail,
Plizer, Inc., PennField Oit Co. .. | Oxytetracycline .... | Sec. 558450 Sec. 558450 ...... Sec, 558.450.
American Cyanamid Co .......... . { Chlortetracycline Cattle .... ... Sec. 558.128 ... Sec. 558.128.
and
sulfamethazine.
Sanofi Ammal Health, Inc. ... Erythromycin ........ Cattle .ovveerannnn 37 mg per head Sec. 558.248,
per day.
Hofiman-La Roche, inc Sulfadimeth Chickens and tur- | Sec. 558.575 ....... Sec. 558.575.
and ormetoprim. keys..
Pfizer, InC. ..ccceeenne Oxy yoling Chi y As provided in As provided in paragraph
and neomycin. swine, and paragraph (g)(2) {g}2) of this section.
calyes. of this section.
American Cyanamid Co. and Chiortetracycling, | SWINE ..cvcrivinss | eeead do Do.
Plizer, Inc, sulfamethazine,
Sm inifita
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Drug sponsor Type A article Species Use levels Indications for use
Bochringar Ingetheim Chiortetracycline, ...do . Do,
Vetmedica, Inc.. sulfathiazole,
and penicillin.

(2) The following is a list of drug
combinations permitted when prepared
from antibacterial Type A articles list-
ed in paragraph (g)(1) of this section.
Drug combinations listed in subpart B
of this part name their sponsors and

are incorporated herein by reference
since they are safe and effective by
contemporary standards, or such spon-
sors have been notified of any addi-
tional safety or efficacy data reguired
on an individual basis:

Drug sponsor Type A article Species Use levels Indications for use
Boehringer Ingelheim Chiortetracyciine SWINE .oervereeemne | 10 10 50 gfton and | Enhancement of growth and
Vetmedica, Inc.. and arsanitic 0.005 to 0.01 feed efficiency.
acid. percent.
American Cy id Co Chiortetracycline Catlle ..... ..... ...... | Sec. §58.128 ... Sec. 558.128.
and
sulfamethazine.
Plizer, inc., PennField Ol Co., | Oxytetracyciine Chickens ............. | 50 g/ton and 35 to | Prevention of diseases from
and VPO, inc. and neomycin 140 g/ton. oxytelracyciine susceptibie
base, organisms during perieds of
stress. As an aid in the pre-
vention of bacterial enteritis
and in the control of neomy-
cin-sensitive organisms as-
sogiated with bluecomb
{mud fever or nonspecific
enteritis).
[ ] R ..gdo Chickens {first 2 50 to 100 g/ton Prevention of early chick mor-
weeks). and 35 to 140 tality due o oxytetracycline-
gton. susceptible organisms. As
an ald in the prevention of
bacterial enterilis and in the
controt of neomycin-sensitive
organisms associated with
biuacomb {mud fever or non-
specific enteritis).
0 7. JUORUORVORONE PR do Chickens ... To extend period of high egg
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production, o improve feed
efficiency, to improve egg
production and feed effi-
ciency in presence of dis-
ease and at time of stress.
As an aid in maintaining and
improving hatchability where
birds are suffering stress
fram moving, vaccinations,
culling, extreme temperature
changes, and worming; 1o
improve livability of progeny
when losses are due to oxy-
tetracycline-susceptible orga-
nisms, {0 improve egg shell
quality, prevention of
bluecomb {mud fever ar non-
specific enteritis). As an aid
In the prevention of bacterial
enteritis and in the control of
nermycon-sensitive orga-
nists associaled with
blugcomb {mud faver or non-
specific enteritis).
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Drug sponsor

Type A article

Species

Use levels

Indications for use

Do ..

Do

.

Do

Do

O

Turkeys ....

Turkeys (first 4
weeks).

-

Do

100 to 200 ghon
and 35 to 140
phton.

50 gfton and 85 1o
140 g/ton.

50 to 100 giton
and 35 ta 140
gfon.

JOURN . '« Y

100 to 150 g/ton
and 35 to 105
g/ton.

Turkeys
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Prevention of complicated
chronic respiratory disease
(air-sac infection) and control
of complicatad chronic res-
piratory disease by lowerng
monality and severity during
outbreaks. As an aid in the
prevention of bacterial enter-
itis and in the control of neo-
mycin-sensitive organisms
associated with bluecomb
{mud fever or nonspecific
enteritis).

As an aid in the prevention of
disease irom oxytetracycline
susceplible organisms during
periods of stress, As an aid
in the prevention of bacterial
entaritis and in the control of
neomycin-sensitive orga-
nisms assaciated with
bluecomb {mud fever or non-
specific enteritis).

To extend periord of high egg
production, to improve egg
production, to improve feed
efficlency, to improve fertility,
to improve egg production
and feed efficiency In pres-
ence of disease and lime of
stress; as an aid in maintain-
ing and improving hatch-
ability whera birds are suf-
fering from stress, exposure,
moving, vaccination, culling,
extreme losses due o oxy-
tetracycline-susceptible orga-
nisms, and 10 improve egg
shelt quality prevention of
hexamitiasis. As an aid in
the prevention of bactenal
enteritis and in the control of
neomycin-sensitive orga-
nisms associated with
bluecomb {mud fever or non-
specific enteritis).

As an aig In the prevention of
early poult mortality due to
oxytetracycline-susceptible
organisms. As an aid in the
prevention of bacterial enter-
itis and in the control of neo-
mycin-sensitive organisms
assoclated with bluecomb
{mud fever or nonspecitic
anteritis).

As an aid in reducing mortality
in birds which have suffered
an attack of air-sacculitis (it
is recommendad, wherever
possible, 1o fead from time
of attack to marketing).

As an zid in the prevention of
bacterial enterilis ang in the
control of neomycin-sensitive
organismy associated with
bluacomb (mud fever or non-
specific enteritis).



§558.15

21 CFR Ch. | (4-1-03 Edition)

Drug sponsor Type A article Species Use levels Indications for use

DO oo cr e et O+ |+ SN [ do .. 100 to 200 g/ton Contral of bluecomb {mud
and 35 to 140 fever or nonspecific enter-
ghon. itis), infectious sinusitis and

hexamitiasis, prevention of
infectious synovitis. As an
aid in the prevention of bac-
terial enteritis and in the
controt of neomycin-sensitive
organisms associated with
bluecomb {mud fever or non-~
specific enteritis).

DO e [ e do JOUR« [« OO 200 gton and 70 | Control of infectious synovitis,
to 140 gfton. For the treatment of bacterial

enteritis and bluecomb (mud
fever or nonspecific enter-
iis).

DO vorirveniis ceretreese et 00 e e | SWIRE 50 g/ton and 35 10 | As an aid in the prevention of
140 gfton. bacterial ententis {scours),

baby pig diarrhea (in baby
pigs only), vibrionic dys-
entery, bloody dysentery,
and salmonetlosis (necro or
necrofic enteritis).

DO cvecreenrereenrrsranesnens | e do SN < B 50 1o 150 g/on As an aid in the maintenance
and 70 to 140 of weight gains and feed
gfton. consumption in the presence

of atrophic rhinitis. As an aid
in the treatment of bacterial
enteritis.

|7 T ..o Calves .....oouverenee 50 g/ton and 35 to | As an aid in the prevention of
140 gfton. bacterial enterifis (scours}.

[ o7 HEUUURURUUUORRTORINE SR do B« |« SRR 100 gton and 70 | As an aid in the treatment of
to 140 g/ton. bacterial enteritis (scours).

DO it e e | e do IO+ o SR 8 to 100 mg/gal As an aid in the prevention of
and 100 to 200 bacteriat diarrhea (scours).
mg/gal reconsti-
tuted milk re-
placer.

DO e creimrirercnmaiesesenis | sasesd O cireremisncannre | s O s e 40 10 200 mg/gal | As an aid in the treatment of
and 200 to 400 bacterial diarrhea (scours).
mg/gal reconsti-
tuted milk re-
placer.

The Upjohn GO, w.cviveeeecraricnnens Lincomygin, Chickens ...... ....... Secs. 558.58 and | Secs. 558.58 and 558.325.

amprolium, and 558,325,
ethopabate.

|57 S Lincomycinand | ... L3 [« O Secs. 558.325 Secs. 558.326 and 558.680.
zoalene. and 558.680.

Do Lincomycin,  § ... A0 orrrrenarenerorns Secs. 558.58, Secs. 558.58, 558.325, and
amprolium, 558.325, and 558.530.
ethopabate, and 558.530.
foxarsene.

DO creriesimsnienraenes e Lincomycin, S« [« SOOI Secs. 558,325, Secs. 558.325, 558.355, and
monensin, and 558.355, and 558.530.
foxarsona. 558.530.

DO ot Nicarbazin and Chickens ... 0,01 t0 0.02 per- Do.
procaine peni- cent and 2.4 to
ciltin. 50 gton.

2 S Nicarbazin and | ... do . 0.01 to 0.02 per- Do.
bacitracin meth- cent and 4 to 50
ylene disalicy- giton.
late.

Nicarbazin, baci- | ... do . 0.01 to 0,02 per- Do.

tracin methylene cent, 4to 50 ¢/
disaficylate, and ton, and 0.0025
roxarsone. 1o 0.005 percent.

DO e rnarsenne e e Nicarbazin, pro- | ... s [+ SRR 0.01 to 0.02 per- Do.

caine peniciltin,
and roxarsone.
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percent.
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Drug sponsor Type A aricle Specias Use levels . Indications for use

DO i e Amproium ang Chickens and tur- | 00125 to 0.026 Secs. 558.55 and 558 76.
bacitracin meth- keys. percent and 4 to
yiene disaiicy- 50 g/ton.
late.

DO vt creeee e seees = o . | AProtium, Chickens .... 0.0125 to 0.025 Secs. 558.58 and 558.76.
ethopabate, and percent, 0.0004
bacitracin meth- percent, and 4
ylene disalicy- to 50 gfton.
late.

[ 1. SR Amprolium, wndo .. 0.0125 to 0.025 Secs, 558,58, 558.76, and
ethopabate, percent, 0.0004 §58.530.
bacitracin meth-~ percent, 4 to 50
ylene disalicy- phon, and
late, and 0.0025 to 0.005
roOXarsone. percent.

DO rerree e verermrenmennne - oo | AMprativm and Chickens and tur- | 0.004 to 0.025 Secs. 558.55 and 558 460.
pracaine peni- keys. percent and 2.4
ciftin. to 50 giton.

D0 ceirie + cererines covsvieenns < | AMpProfium, pro- Chickens .... ....... | 0.004 {0 0.025 Secs. 558.55, 568.460, and
caine penicillin, percent, 24 lo 558.530.
and roxarsone. 50 g/tan, and

0.0025 to 0.005
percent,

DO crrrees srecemrmccemmriireries e Amprolium, | .... do . 0.0125 10 0.025 Secs. 558.58 and 558.460.
ethopabate, pro- percent, 0.0004
caing penicitfin, percent, 2.4 to
and erythro- 80 g/ton, and
mycin. 4.6 lo 18.5 g/ton.

0 SO Amprofium and | ... [/ RO 0.0125 t0 0.025 Sec. 558.55,
erythromycin. percent and 4.6

{0 18.5 gnon.

|2« TR Amprolium and | ... do ... 0.0125 to 0.025 Sec. 558.58.

ethopabate. percent and
0.0004 percent.

Do Amprofium, | ... do . 0.0125 0 0.028 Sec. 558.55.
arsaniiic acid, percent, 0.01
and erythro- percent, and 4.6
mycin. to 18.5 g/ion,

DO cooereerrcrcrrenss comerenemrennes | AMOPrORUM, 00 e 0,0125 to 0.025 Sec. 558.58.
arsanilic acid, percent, 0.01
and ethopabate. percent, and

0.0004 percant.

DO oot e Amprolium, | .. [ TR, 0.0125 percent, Do.
sthopabate, and 0.004 percent,
bacitracin meth- and 41050 ¢/
yiene disalicy- ton.
fate.

| T Amprolium, SO« IO 0.0125 percent, Do.
ethopabate, 0.004 percent, 5
bagitracin meth- to 35 gfton, and
yiene disalicy- 0.00378 percent.
late, and
roxarsone,

Pitman-Moore, Inc. .......c...n..... | Bacitracin zinc, enrlD et 4 to 50 gfton, Prevention of coccidiosis.
amprofium, and 0.0125 to 0.025 Growth promotion and feed
ethopabate. percent, and efficiency. Sec.558.78.

0.0004 percent.

[ TN Bagitracin zinc, S U 4 10 50 gton, Prevention of coccidiosis.
amprolium, 0.0125 to 0.025 Growth promotion and feed
ethopabate, and pércent, 0.0004 efficiency. Improving pig-
roxarsone. percent, and mentation. Sec. 558.78.

0.0025 to 0.005
percent.

DO e esirenns s B in zing SWINE ..covrr siaeree 10 1o 50 gfton and | Increased rate of weight gain
and arsanilic 0.005 10 0.0t and improved feed effi-
acid. percent. clancy.

Merck Sharp & Dohme Re- Amprolium, Chigkens .....cove.en 0.125 to 0.025 Secs. 558.58, 558.460 and

search Labs. ethopabate, pro- percent, 0.0004 558.530.
caine penigillin, percent, 2.4 1o
and roxarsone. 50 g/on, and
0.0025 t0 0.005
percent.
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Drug sponsor Type A article Species Use levels Indications for use
A. L. Laboratories, Inc. ......... ... Zoalene and baci- | Chickens . ............ | 0.0125 percent Sec. 558.680.
tracin methylene and 4 to 50 g/
disalicylate. ton.
DO it Zoalene, | ... e [ U 0 0125 percent, Do.
roxarsone, and 0,005 percent,
bacitracin meth- and 4 to 50 g/
viene disalicy- fon.
late.
DO rcreirnineemerer e enbnnne Zoalene and back- | .....do .. 0.0125 percent Do.
tracin zinc. and 4 to 50 ¢/
ton.
Do Zoalene, = ... [ = ST 0.0125 percent, Do.
roxarsone, and 0.0025 to 0.005
bacitracin zinc. percent, and 4
to 50 g/ton.
DO it ceronne st s Zoalene and peni- | ... do . . 1 0.0125 percent Do.
citin, and2.4t0 50 g/
ton.
Do . { Zoalene, = |.... do . . { 0.0125 percent, Do.
roxarsone, and 0.0025 o 0.005
penicillin. percent, and 2.4
0 50 g/ton.
| = s OO Zoaleng, arsanilic | ... do . | 0.0125 percent, Do.
acid, and baci- 0.01 percent,
tracin methylene and4to 50 g/
disalicylate or ton.
bacitracin zinc,
DO ceriininesereniisneransenne Zoalene, arsanific | ... dO e 0.0125 percent, Do.
acld, and penl- 0.01 percent,
cillin, and 2.4 to 50 o/
ton.
DO i benanin Zoalene, and back | .....dO e, o 0.004 to 0 0125 Do.
tracin methylene percent and 4 {0
disalicylate. 50 g/ton.
DO ot e Zoalene, | ... Lo o SISO . 10.004 to 0.0125 Do.
roxarsona, and percent, 0.0025
bacltracin meth- to 0.005 per-
ylene disalicy- cent, and 4 o
late. 50 gfton.
Whitmoyer 1.abs, InC «.c.ocvvveennn Carbarsone and TUTKEYS +evverrrenes | SE€C. 558,120 ... Sec. §58.120.
bacitracin.
Elance Products Co. ..oueeereenenss Hygromyein B and | Chickens ............ 81o 12 gton and | Sec. 558.274.
tyiosin. 4 to 50 gfton.
DO crveermricmmssaneiiisssnsnens | vaind do 12 gfton and 10 to Do.
100 g/ton.
A. L. Laboratories, Inc. .... Nitarsone and . ] 0.01875 percent, | As an aid in the prevention of
bacitracin zinc. 4 to 50 gfton. blackhead. To increase rate
of weight gain and improve
feed sfficiency.

[51 FR 8811, Mar. 14, 1986; 51 FR 11014, Apr, 1, 1986, as amended at 51 FR 28547, Aug. 8, 1986;
53 FR 20843, June 7, 1988; 54 FR 37008, Sept. 7, 1989; 54 FR 51386, Dec. 15, 1889; 55 FR 8460, 8462,
Mar. 8, 1990; 56 FR 41812, Aug. 23, 1991; 56 FR 64702, Dec. 12, 1981; 57 FR 6476, Feb, 25, 1992; 57
FR 857, Mar. 11, 1992; 57 FR 14639, Apr, 22, 1992; 58 PR 17515, Apr. 5, 1993; 58 FR 30119, May
26, 1998; 61 FR 51589, Oct. 3, 1996; 64 FR 992, Jan. 7, 1999; 64 FR 87673, July 183, 1989]

Subpart B—Specific New Animal
Drugs for Use in Animal Feeds

§558.35 Aklomide.

(a) Approvals. Type A medicated arti-
cles: to 053501 in §510.600(c) of this

chapter, as follows:

(1) 50 percent aklomide.

(2)y 20 percent sulfanifran and 25 per-

cent aklomide.

(8) 25 percent aklomide, 20 percent
sulfanitran, and 5 percent roxarsone.

(4) 50 percent aklomide and 10 per-
cent roxarsone.

(b) Related tolerances. See §556.30 of
this chapter.

(c) Conditions of use. It is used in feed
for chickens as follows:

(1) Amount per ton. Aklomide, 227

grams (0.025 percent).
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